§890.5850

§890.5850 Powered muscle stimulator.

(a) ldentification. A powered muscle
stimulator is an electrically powered
device intended for medical purposes
that repeatedly contracts muscles by
passing electrical currents through
electrodes contacting the affected body
area.

(b) Classification. Class Il (perform-
ance standards).

§890.5860 Ultrasound
stimulator.

and muscle

(a) Ultrasound and muscle stimulator
for use in applying therapeutic deep heat
for selected medical conditions—(1) Identi-
fication. An ultrasound and muscle
stimulator for use in applying thera-
peutic deep heat for selected medical
conditions is a device that applies to
specific areas of the body ultrasonic
energy at a frequency beyond 20 Kilo-
hertz and that is intended to generate
deep heat within body tissues for the
treatment of selected medical condi-
tions such as relief of pain, muscle
spasms, and joint contractures, but not
for the treatment of malignancies. The
device also passes electrical currents
through the body area to stimulate or
relax muscles.

(2) Classification. Class 11
ance standards).

(b) Ultrasound and muscle stimulator
for all other uses—(1) ldentification. An
ultrasound and muscle stimulator for
all other uses except for the treatment
of malignancies is a device that applies
to the body ultrasonic energy at a fre-
quency beyond 20 kilohertz and applies
to the body electrical currents and
that is intended for the treatment of
medical conditions by means other
than the generation of deep heat with-
in body tissues and the stimulation or
relaxation of muscles as described in
paragraph (a) of this section.

(2) Classification. Class 11l (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
been established of the requirement for
premarket approval for the device de-
scribed in paragraph (b)(1). See §890.3.

[48 FR 53047, Nov. 23, 1983, as amended at 52
FR 17742, May 11, 1987]

(perform-

21 CFR Ch. | (4-1-98 Edition)

§890.5880 Multi-function
therapy table.

physical

(a) Identification. A multi-function
physical therapy table is a device in-
tended for medical purposes that con-
sists of a motorized table equipped to
provide patients with heat, traction,
and muscle relaxation therapy.

(b) Classification. Class Il (perform-
ance standards).

§890.5900 Power traction equipment.

(a) ldentification. Powered traction
equipment consists of powered devices
intended for medical purposes for use
in conjunction with traction acces-
sories, such as belts and harnesses, to
exert therapeutic pulling forces on the
patient’s body.

(b) Classification. Class Il (perform-
ance standards).

§890.5925 Traction accessory.

(a) ldentification. A traction acces-
sory is a nonpowered accessory device
intended for medical purposes to be
used with powered traction equipment
to aid in exerting therapeutic pulling
forces on the patient’s body. This ge-
neric type of device includes the pul-
ley, strap, head halter, and pelvic belt.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. The device is also ex-
empt from the current good manufac-
turing practice regulations in part 820
of this chapter, with the exception of
§820.180, with respect to general re-
quirements concerning records, and
§820.198, with respect to complaint
files.

[48 FR 53047, Nov. 23, 1983, as amended at 61
FR 1125, Jan. 16, 1996]

§890.5940 Chilling unit.

(a) ldentification. A chilling unit is a
refrigerative device intended for medi-
cal purposes to chill and maintain cold
packs at a reduced temperature.

(b) Classification. Class |. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[48 FR 53047, Nov. 23, 1983, as amended at 61
FR 1125, Jan. 16, 1996]
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